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combined total of 55 percent methio-
nine and lysine by weight. The coated 
methionine and lysine must be estab-
lished through in vitro tests to be at 
least 90 percent rumen-stable, of which 
at least 90 percent is subsequently dis-
persible under abomasal conditions. 

(c) Label and labeling. To ensure safe 
use of the additive, the label and label-
ing of the additive and of any feed addi-
tive supplement, feed additive con-
centrate, feed additive premix, or liq-
uid feed supplement prepared there-
from, shall bear, in addition to the 
other information required by the Fed-
eral Food, Drug, and Cosmetic Act, the 
following: 

(1) The name of the additive. 
(2) A statement of the concentration 

of poly(2-vinylpyridine-co-styrene) in 
any product or mixture. 

(3) Adequate directions for the use of 
the rumen-stable, abomasum-dispers-
ible nutrient(s) products. 

(4) The following statement: ‘‘Warn-
ing: Maximum use of poly(2-
vinylpyridine-co-styrene) from all 
sources is not to exceed 5.1 grams per 
head per day.’’

[57 FR 7875, Mar. 5, 1992, as amended at 57 FR 
24187, June 8, 1992; 61 FR 11547, Mar. 21, 1996]

§ 573.880 Normal propyl alcohol. 
Normal propyl alcohol may be safely 

used in feeds and feed supplements for 
cattle as a source of metabolizable en-
ergy. It is incorporated in the feed or 
feed supplement in an amount which 
provides not more than 54.5 grams of 
the additive per head per day.

§ 573.900 Pyrophyllite. 
Pyrophyllite (aluminum silicate 

monohydrate) may be safely used as 
the sole anticaking aid, blending agent, 
pelleting aid, or carrier in animal feed 
when incorporated therein in an 
amount not to exceed 2 percent in com-
plete animal feed.

§ 573.914 Salts of volatile fatty acids. 
(a) Identity. The food additive is a 

blend containing the ammonium or 
calcium salt of isobutyric acid and the 
ammonium or calcium salts of a mix-
ture of 5-carbon acids—isovaleric, 2-
methylbutyric, and n-valeric. 

(b) Specifications. The additive con-
tains ammonium or calcium salts of 

volatile fatty acids and shall conform 
to the following specifications: 

(1) Ammonium salts:

Components Amount 

Ammonium salts of mixed 5-car-
bon acids (as identified in para-
graph (a) of this section).

48 to 54 percent. 

Ammonium salt of isobutyric acid 22 to 26 percent. 
Water ............................................ 28 percent maximum. 
Ammonia ....................................... 0.3 percent maximum. 
Arsenic .......................................... >3 parts per million. 
Heavy metals as lead ................... >10 parts per million. 

(2) Calcium salts:

Components Amount 

Calcium salts of mixed 5-carbon 
acids (as identified in paragraph 
(a) of this section).

58 to 72 percent. 

Calcium salt of isobutyric acid ...... 26 to 34 percent. 
Calcium hydroxide ........................ 3 percent maximum. 
Water ............................................ 14 percent maximum. 
Arsenic .......................................... >3 parts per million. 
Heavy metals as lead ................... >10 parts per million. 

(c) Use. The additive is used or in-
tended for use as a source of energy in 
dairy cattle feed. 

(d) Labeling. The label and labeling of 
the additive in any feed, feed supple-
ment, feed concentrate, feed premix, or 
liquid feed supplement prepared there-
from shall bear, in addition to other in-
formation required by the act, the fol-
lowing: 

(1) The name of the additive. 
(2) Adequate directions for use, in-

cluding statements expressing max-
imum use levels. For ammonium salts 
of volatile fatty acids, the statements: 
‘‘Not to exceed 160 grams per head per 
day thoroughly mixed in dairy cattle 
feed as a source of energy.’’ For cal-
cium salts of volatile fatty acids, the 
statement: ‘‘Not to exceed 135 grams 
per head per day thoroughly mixed in 
dairy cattle feed as a source of en-
ergy.’’

[49 FR 45125, Nov. 15, 1984; 50 FR 8606, Mar. 4, 
1985]

§ 573.920 Selenium. 

(a) Public Law 103–354 enacted Octo-
ber 13, 1994 (the 1994 Act), states that 
FDA shall not implement or enforce 
the final rule issued on September 13, 
1993 (58 FR 47962), in which FDA stayed 
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the 1987 amendments and any modifica-
tion of such rule issued after enact-
ment of the 1994 Act; unless the Com-
missioner of Food and Drugs makes a 
determination that: 

(1) Selenium additives are not essen-
tial at levels authorized in the absence 
of such final rule, to maintain animal 
nutrition and protect animal health; 

(2) selenium at such levels is not safe 
to the animals consuming the additive; 

(3) selenium at such levels is not safe 
to individuals consuming edible por-
tions of animals that receive the addi-
tive; 

(4) selenium at such levels does not 
achieve its intended effect of pro-
moting normal growth and reproduc-
tion of livestock and poultry; and 

(5) the manufacture and use of sele-
nium at such levels cannot reasonably 
be controlled by adherence to current 
good manufacturing practice require-
ments. 

(6) Paragraphs (b) through (g) of this 
section provide the currently accept-
able levels of selenium supplemen-
tation. 

(b) The food additive selenium is a 
nutrient administered in animal feed 
as sodium selenite or sodium selenate 
or in a controlled-release sodium sele-
nite bolus, as provided in paragraphs (f) 
and (g) of this section, or as selenium 
yeast, as provided in paragraph (h) of 
this section. 

(c) It is added to feed as follows: 
(1) In complete feed for chickens, 

swine, turkeys, sheep, cattle, and 
ducks at a level not to exceed 0.3 part 
per million. 

(2) In feed supplements for limit feed-
ing as follows: 

(i) Sheep: At a level not to exceed an 
intake of 0.7 milligram per head per 
day. 

(ii) Beef cattle: At a level not to ex-
ceed an intake of 3 milligrams per head 
per day. 

(3) In salt-mineral mixtures for free-
choice feeding as follows: 

(i) Sheep: Up to 90 parts per million in 
a mixture for free-choice feeding at a 
rate not to exceed an intake of 0.7 mil-
ligram per head per day. 

(ii) Beef cattle: Up to 120 parts per 
million in a mixture for free-choice 
feeding at a rate not to exceed an in-
take of 3 milligrams per head per day. 

(d) The additive shall be incorporated 
into feed as follows: 

(1) It shall be incorporated into each 
ton of complete feed by adding no less 
than 1 pound of a premix containing no 
more than 272.4 milligrams of added se-
lenium per pound. 

(2) It shall be incorporated into each 
ton of salt-mineral mixture for sheep 
or beef cattle from a premix containing 
no more than 4.5 grams of added sele-
nium per pound. 

(e) The premix manufacturer shall 
follow good manufacturing practices in 
the production of selenium premixes. 
Inventory, production, and distribution 
records must provide a complete and 
accurate history of product production. 
Production controls must assure prod-
ucts to be what they are purported and 
labeled. Production controls shall in-
clude analysis sufficient to adequately 
monitor quality. 

(f) The label or labeling of any sele-
nium premix shall bear adequate direc-
tions and cautions for use including 
this statement: ‘‘Caution: Follow label 
directions. The addition to feed of 
higher levels of this premix containing 
selenium is not permitted.’’ 

(g) The additive is orally adminis-
tered to beef and dairy cattle as an os-
motically controlled, constant release 
bolus containing sodium selenite. Each 
bolus contains 360 milligrams of sele-
nium as sodium selenite, and delivers 3 
milligrams of selenium per day for 120 
days. To ensure safe use of the addi-
tive: 

(1) The osmotically controlled, con-
stant release bolus is for use only in 
beef and dairy cattle more than 3 
months of age or over 200 pounds body 
weight. 

(2) Only one bolus containing 360 mil-
ligrams of selenium as sodium selenite 
is administered orally to each animal 
in 120 days. 

(3) The labeling shall bear the fol-
lowing: ‘‘This bolus delivers the max-
imum daily allowable amount of sele-
nium and shall be the sole source of 
supplementation. Do not use in areas 
containing excess selenium. Do not 
rebolus within 4 months.’’

(h) The additive selenium yeast is 
added to complete feed for chickens at 
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a level not to exceed 0.3 part per mil-
lion. Usage of this additive must con-
form to the requirements of paragraphs 
(d)(1), (e), and (f) of this section. 

[52 FR 10888, Apr. 6, 1987; 52 FR 21001, June 4, 
1987, as amended at 54 FR 14215, Apr. 10, 1989; 
54 FR 15874, Apr. 19, 1989; 60 FR 53703, Oct. 17, 
1995; 65 FR 35824, June 6, 2000; 65 FR 53167, 
Sept. 1, 2000]

EFFECTIVE DATE NOTE: At 58 FR 47973, 
Sept. 13, 1993, the amendments to § 573.920 
that were published at 52 FR 10887, Apr. 6, 
1987; 52 FR 21001, June 4, 1987; and 54 FR 
14214, Apr. 10, 1989 were stayed until further 
notice. At 59 FR 45973, Sept. 6, 1994, the stay 
was confirmed.

§ 573.940 Silicon dioxide. 

The food additive silicon dioxide may 
be safely used in animal feed in accord-
ance with the following conditions: 

(a) The food additive is manufactured 
by vapor phase hydrolysis or by other 
means whereby the particle size is such 
as to accomplish the intended effect. 

(b) It is used or intended for use in 
feed components as an anticaking 
agent, and/or grinding aid, as follows:

Feed component Limitations 
(percent) 

BHT (butylated hydroxytoluene) .......................... 2
Methionine hydroxy analog and its calcium salts 1
Piperazine, piperazine salts ................................ 0.8
Sodium propionate .............................................. 1
Urea ..................................................................... 1
Vitamins ............................................................... 3

(c) It is used in feed as an anticaking 
agent in an amount not to exceed that 
reasonably required to accomplish its 
intended effect and in no case in an 
amount to exceed 2 percent by weight 
of the finished feed.

§ 573.960 Sorbitan monostearate. 

The food additive sorbitan monostea-
rate may be safely used alone or in 
combination with polysorbate 60 as an 
emulsifier in mineral premixes and die-
tary supplements for animal feeds.

§ 573.980 Taurine. 

The food additive taurine (2-amino-
ethanesulfonic acid) may be safely used 
in feed in accordance with the fol-
lowing prescribed conditions: 

(a) It is used as a nutritional supple-
ment in the feed of growing chickens. 

(b) It is added to complete feeds so 
that the total taurine content does not 
exceed 0.054 percent of the feed. 

(c) To assure safe use of the additive, 
the label and labeling shall bear in ad-
dition to the other information re-
quired by the Act: 

(1) The name of the additive. 
(2) The quantity of the additive con-

tained therein. 
(3) Adequate directions for use.

§ 573.1000 Verxite. 

The food additive verxite may be 
safely used in animal feed in accord-
ance with the following prescribed con-
ditions: 

(a) The additive is a magnesium-alu-
minum-iron silicate conforming to one 
of the following: 

(1)(i) Verxite granules: The additive 
contains a minimum of 98 percent of 
hydrobiotite; it is thermally expanded 
and has a bulk density of from 5 to 9 
pounds per cubic foot. 

(ii) It is used or intended for use: 
(a) In poultry feed at a level not to 

exceed 5 percent of the weight of the 
finished feed as a nonnutritive bulking 
agent for restricting calorie intake in 
pullet replacement feeds. 

(b) As an anticaking or blending 
agent, pelleting aid, or nonnutritive 
carrier for the incorporation of nutri-
ents in poultry, swine, dog, or rumi-
nant feeds, in an amount not to exceed 
that necessary to accomplish its in-
tended effect and in no case to exceed 
1.5 percent of the dog feed or 5 percent 
of the final feed for other animals. 

(2)(i) Verxite flakes: The additive 
contains a minimum of 98 percent of 
hydrobiotite; it has a bulk density of 
from 20 to 30 pounds per cubic foot. 

(ii) It is used or intended for use as 
an anticaking or blending agent in ru-
minant feeds in an amount not to ex-
ceed that necessary to accomplish its 
intended effect and in no case to exceed 
1 percent by weight of the final feed for 
ruminants. 

(3)(i) Verxite grits: The additive con-
tains a minimum of 80 percent of 
hydrobiotite; it has a bulk density of 
from 40 to 50 pounds per cubic foot. 

(ii) It is used or intended for use as a 
partial roughage replacement in rumi-
nant feeds in an amount not to exceed 
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